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Applicant's or agent's file reference 
F0397/7050WO 


IMPORTANT NOTIFICATION 
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International application No. 
PCT/US99/16950 


International filing date (day/month/year) 
27 July 1999 (27.07.99) 


International publication date (day/month/year) 
10 February 2000(10.02.00) 


Priority date (day/month/year) 
27 July 1998 (27.07.98) 


Applicant 

FOCAL, INC. et al 



1. The applicant is hereby notified of the date of receipt (except where the letters "NR" appear in the right-hand column) by the 
International Bureau of the priority document(s) relating to the earlier appltcation(s) indicated below. Unless otherwise 
indicated by an asterisk appearing next to a date of receipt or by the letters "NR", in the right-hand column, the priority 
document concerned was submitted or transmitted to the International Bureau in compliance with Rule 17.1(a) or (b). 

2. This updates and replaces any previously issued notification concerning submission or transmittal of priority documents. 

3. An asterisk^) appearing next to a date of receipt in the right-hand column, denotes a priority document submitted 
or transmitted to the tnternationat Bureau but not in compliance with Rule 17.1(a) or (b). In such a case, the attention 
of the applicant is directed to Rule 17.1(c) which provides that no designated Office may disregard the priority claim 
concerned before giving the applicant an opportunity, upon entry into the national phase, to furnish the priority document 
within a time limit which is reasonable under the circumstances. 

4. The letters "NR" appearing in the right-hand column denote a priority document which was not received by the International 
Bureau or which the applicant did not request the receiving Office to prepare and transmit to the International Bureau, 

as provided by Rule 17.1(a) or (b), respectively. In such a case, the attention of the applicant is directed to Rule 17.1(c) which 
provides that no designated Office may disregard the priority claim concerned before giving the applicant an opportunity, 
upon entry into the national phase, to furnish the priority document within a time limit which is reasonable under the 
circumstances. 

Priority date Priority application No. Country or regional Office Date of receipt 

or PCT receiving Office of priority document 

27 July 1998 (27.07.98) 60/094,222 US 26 Apri 2000 (26.04.00) 
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600 Atlantic Avenue 
Boston, MA 02210 
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Applicant's or agent's file reference 

F0397/7050WO 


REPLY DUE 

See item 1 


International application No. 

PCT/US99/16950 


International filing date 

(day/month/year) 27 July 1999 (27.07.99) 


Applicant 

FOCAL, INC. 



The applicant is hereby invited, within the time limit indicated below, to correct, by a notice submitted to the International Bureau, 
defects in the priority claim(s), as indicated in the Annex: 



1 . Time limit to respond to this invitation (Rule 26bis.l(a)): 

- within 16 months from the (earliest) priority date; or 

- if the (earliest) priority date is changed as a result of the correction or addition of the (earliest) priority claim, within 16 months 
from that (earliest) priority date so changed, 

whichever expires first, provided that such a notice may, in any event, be submitted until the expiration of four months from the 
international filing date. 



Failure to respond to this invitation within the prescribed time limit may result in the priority claim concerned to be considered, 
for the purposes of the procedure under the PCT, not to have been made (Rule 266/j.2(b)), 



2. In the case where multiple priorities have been claimed, this invitation relates to the following priority claim(s): 



3. A copy of this invitation is being sent to the receiving Office. 
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ANNEX TCTFORM PCT/IB/3 16 


PCT/US99/16950 



The International Bureau has found the following defects in the priority claim(s): 



1. Failure to Comply with the Requirements of Rule 4.10 

a. O National application 

□ Missing indication of the filing date of the earlier application. 

□ Filing date indicated for the earlier application does not fall within the period of 1 2 months preceding the 
international filing date. 

|~1 Missing indication of the number of the earlier application.* 

|~| Missing indication of the country party to the Paris Convention for the Protection of Industrial Property in which 
the earlier national application was filed. 

□ The country indicated is not party to the Paris Convention for the Protection of Industrial Property. 

b. [Zl Regional application 

|~| Missing indication of the filing date of the earlier application. 

□ Filing date indicated for the earlier application does not fall within the period of 12 months preceding the 
international filing date. 

□ Missing indication of the number of the earlier application.* 

□ Missing indication of the authority entrusted with the granting of regional patents under the applicable regional 
patent treaty. 

□ The authority indicated as the authority entrusted with the granting of regional patents does not grant regional 
patents. 

□ The priority claim in relation to the ARIPO application does not indicate at least one country party to the Paris 
Convention for the Protection of Industrial Property for which the earlier application was filed. 

c. International application 

n Missing indication of the filing date of the earlier application. 

□ Filing date indicated for the earlier application does not fall within the period of 12 months preceding the 
international filing date. 

[~~| Missing indication of the number of the earlier application.* 

n Missing indication of the receiving Office with which it was filed. 

2. Inconsistency with the Corresponding Indications in the Priority Document* 



a. ^ Inconsistency with regard to the filing date of the earlier application: 

The request indicates: 27 July 1 998 (27.07.98) 

The priority document indicates: 27 July 1997 (27.07.97) 

b. Inconsistency with regard to the number of the earlier application: 
The request indicates: 

The priority document indicates: 

c. □ Inconsistency with regard to the country party to the Paris Convention for the Protection of Industrial Property in which 

the national application was filed: 

The request indicates: 

The priority document indicates: 

d. O Inconsistency with regard to the authority entrusted with the granting of regional patents under the applicable regional 

patent treaty: 

The request indicates: 

The priority document indicates: 



e. Q Inconsistency with regard to the receiving Office with which the international application was filed: 
The request indicates: 
The priority document indicates: 



* Even if this defect is not corrected in response to this invitation, the priority claim concerned will not be considered not to have 
been made (Rule 26bis.2(b)). 
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FOR FURTHER see Notification of Transmittal of International Search Report 

(Form PCT/ISA/220) as well as, where applicable, item 5 below. 

ACTION 


International application No. 
PCT/US 99/ 16950 


International filing date (day/month/year) 

27/07/1999 


(Earliest) Priority Date (day/month/year) 

27/07/1998 


Applicant 

FOCAL, INC. et al . 



This International Search Report has been prepared by this International Searching Authority and is transmitted to the applicant 
according to Article 18. A copy is being transmitted to the International Bureau. 

This International Search Report consists of a total of 4 sheets. 

[X] It is also accompanied by a copy of each prior art document cited in this report. 



Basis of the report 

a. With regard to the language, the international search was carried out on the basis of the international application in the 
language in which it was filed, unless otherwise indicated under this item. 



□ 



the international search was carried out on the basis of a translation of the international application furnished to this 
Authority (Rule 23.1(b)). 



With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international search 

was carried out on the basis of the sequence listing : 

| | contained in the international application in written form. 

filed together with the international application in computer readable form. 

furnished subsequently to this Authority in written form. 

furnished subsequently to this Authority in computer readble form. 



□ 
□ 
□ 
□ 

□ 



the statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

the statement that the information recorded in computer readable form is identical to the written sequence listing has been 
furnished 



2. 
3. 



|"X"| Certain claims were found unsearchable (See Box I). 
| | Unity of invention is lacking (see Box II). 

With regard to the title, 

|~X"| the text is approved as submitted by the applicant. 

| | the text has been established by this Authority to read as follows: 



5. With regard to the abstract, 

[7] the text is approved as submitted by the applicant. 

□ the text has been established, according to Rule 38.2(b), by this Authority as it appears in Box III. The applicant may, 
within one month from the date of mailing of this international search report, submit comments to this Authority. 

6. The figure of the drawings to be published with the abstract is Figure No. J 

| X | as suggested by the applicant. [^] None of the figures. 

| | because the applicant failed to suggest a figure. 

| | because this figure better characterizes the invention. 
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^fl^ International application No. 

INTERNA^AL SEARCH REPORT ^ PCT/US 99/16950 

Box I Observations where certain claims were found unsearchable (Continuation of item 1 of first sheet) 

This International Search Report has not been established in respect of certain claims under Article 17(2)(a) for the following reasons: 



□ 



Claims Nos.: 3 , 9 , 10 , 11 , 47 , 48 

because they relate to subject matter not required to be searched by this Authority, namely: 

RULE 39. 1(1 v) PCT-Method for treatement of the human or animal body by 
surgery 



Claims Nos.: 

because they relate to parts of the International Application that do not comply with the prescribed requirements to such 
an extent that no meaningful International Search can be carried out, specifically: 



3-D 



Claims Nos.: 

because they are dependent claims and are not drafted in accordance with the second and third sentences of Rule 6.4(a). 

Box II Observations where unity of invention is lacking (Continuation of item 2 of first sheet) 

This International Searching Authority found multiple inventions in this international application, as follows: 



1 . I I As all required additional search fees were timely paid by the applicant, this International Search Report covers all 
' ' searchable claims. 

2. | | As all searchable claims could be searched without effort justifying an additional fee, this Authority did not invite payment 

of any additional fee. 



3. I I As only some of the required additional search fees were timely paid by the applicant, this International Search Report 
' ' covers only those claims for which fees were paid, specifically claims Nos.: 



4. | | No required additional search fees were timely paid by the applicant. Consequently, this International Search Report is 
restricted to the invention first mentioned in the claims; it is covered by claims Nos.: 



Remark on Protest | | The additional search fees were accompanied by the applicant's protest. 

| | No protest accompanied the payment of additional search fees. 
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PCT 
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THE INTERNATIONAL PRELIMINARY 
EXAMINATION REPORT 

(PCT Rule 71.1) 



Date of mailing 
(day/month/yaar) 



10.08.2000 



Applicant's or agent's file reference 
F0397/7050WO 


IMPORTANT NOTIFICATION 


International application No. 
PCT/US99/16950 


International filing date (clay/month/year) 
27/07/1999 


Priority date (day/month/year) 
27/07/1998 


Applicant 

FOCAL, INC. etal. 



1 The applicant is hereby notified that this International Preliminary Examining Authority transmits herewith the 
international preliminary examination report and its annexes, if any, established on the international application, 

2. A copy of the report and its annexes, if any, is being transmitted to the International Bureau for communication 
to all the elected Offices. 

3. Where required by any of the elected Offices, the International Bureau will prepare an English translation of the 
report (but not of any annexes) and will transmit such translation to those Offices. 



4. REMINDER 

The applicant must enter the national phase before each elected Office by performing certain acts (filing 
translations and paying national fees) within 30 months from the priority date (or later in some Offices) (Article 
39(1)) (see also the reminder sent by the International Bureau with Form PCT/IB/301). 



Where a translation of the international application must be furnished to an elected Office, that translation must 
contain a translation of any annexes to the international preliminary examination report. It is the applicant's 
responsibility to prepare and furnish such translation directly to each elected Office concerned. 



For further details on the applicable time limits and requirements of tl 
PCT Applicant's Guide. 


ie elected Offices, see Volume 1 
r— ' ' ylfo^l 
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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 

(PCT Article 36 and Rule 70) 



Applicant's or agents file reference 
F0397/7050WO 



FOR FURTHER ACTION 



See Notification of Transmittal of International 
Preliminary Examination Report (Form PCT/IPEA/416) 



International application No. 
PCT/US99/16950 



International filing date (day/month/year) 
27/07/1999 



Priority date (day/month/year) 
27/07/1998 



International Patent Classification (IPC) or national classification and IPC 
A61M1/00 



Applicant 

FOCAL, INC. et al. 



1 . This international preliminary examination report has been prepared by this International Preliminary Examining Authority 
and is transmitted to the applicant according to Article 36. 

2. This REPORT consists of a total of 5 sheets, including this cover sheet. 

□ This report is also accompanied by ANNEXES, i.e. sheets of the description, claims and/or d ™w |n 9»^ 

been amended and are the basis for this report and/or sheets containing rectifications made before this Authority 
(see Rule 70.1 6 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of sheets. 



3. This report contains indications relating to the following items: 



I 


B 


II 


□ 


III 


El 


IV 


□ 


V 


□ 


VI 


□ 


VII 


El 


VIII 


□ 



citations and explanations suporting such statement 

Certain documents cited 

Certain defects in the international application 



Date of submission of the demand 
28/02/2000 



Date of completion of this report 



10.08.2000 



Name and mailing address of the international 
preliminary examining authority: 

European Patent Office 
D-80298 Munich 

Tel. +49 89 2399 - 0 Tx: 523656 epmu d 
Fax: +49 89 2399 - 4465 



Authorized officer 
Alvazzi Delfrate, S 

Telephone No. +49 89 2399 7450 



it J 



Form PCT/IPEA/409 (cover sheet) (January 1994) 



INTERNATIONAL PRELIMINARY 

EXAMINATION REPORT International application No. PCT/US99/1 6950 



I. Basis of the report 

1 . This report has been drawn on the basis of (substitute sheets which have been furnished to the receiving Office in 
response to an invitation under Article 14 are referred to in this report as "originaliy filed" and are not annexed to 
the report since they do not contain amendments.): 

Description, pages: 

1-13 as originally filed 

Claims, No.: 

1 -57 as originally filed 

Drawings, sheets: 

1/1 as originally filed 



2. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 

3. □ This report has been established as if (some of) the amendments had not been made, since they have been 

considered to go beyond the disclosure as filed (Rule 70.2(c)): 



4. Additional observations, if necessary: 



III. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non-obvious), 
or to be industrially applicable have not been examined in respect of: 

Kl the entire international application. 
□ claims Nos. . 

because: 



Form PCT/IPEA/409 (Boxes l-VIII, Sheet 1) (January 1994) 



INTERNATIONAL PRELIMINARY 

EXAMINATION REPORT International application No. PCT/US99/1 6950 



H the said international application, or the said claims Nos. 3,9-11,47,48 relate to the following subject matter 
which does not require an international preliminary examination (specify: 

see separate sheet 

IS the description, claims or drawings (indicate particular elements beloW) or said claims Nos. 
1,2,4-8,12-46,49-57 are so unclear that no meaningful opinion could be formed (specify: 

see separate sheet 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

□ no international search report has been established for the said claims Nos. . 
VII. Certain defects in the international application 

The following defects in the form or contents of the international application have been noted: 
see separate sheet 



Form PCT/IPEA/409 (Boxes l-VIII, Sheet 2) (January 1994) 



INTERNATIONAL PRELIMINARY International application No. PCT/US99/1 6950 

EXAMINATION REPORT - SEPARATE SHEET 



e Item III 

Non-establishment of opinion with regard to novelty, inventive step and 
industrial applicability 

1. Although claims 1,2, 16, 17, 18, 46, and 49 have been drafted as separate in- 
dependent claims, they appear to relate effectively to the same subject-matter and 
to differ from each other only with regard to the definition of the subject-matter for 
which protection is sought and in respect of the terminology used for the features 
of that subject-matter. The aforementioned claims therefore lack conciseness. 
Moreover, lack of clarity of the claims as a whole arises, since the plurality of in- 
dependent claims makesit difficult, if not impossible, to determine the matter for 
which protection is sought, and places an undue burden on others seeking to 
establish the extent of the protection. 

Hence, the claims do not meet the requirements of Article 6 PCT and it is not 
possible to establish a meaningful opinion. 

2. For the assessment of the present claims 3, 9-1 1 , 47 and 48 on the question 
whether they are industrially applicable, no unified criteria exist in the PCT. The 
I PEA therefore is not required to carry out an examination on these claims (Cf. 
Rule 67.1 (iv) PCT). 

The patentability may be dependent upon the formulation of the claims. The EPO, 
for example, does not recognize as industrially applicable the subject-matter of 
claims to methods of treatment of the human or animal body by surgery or therapy 
and diagnostic methods practised on the human or animal body. 

The above claims pertain to a method for conducting endoscopic surgery. The 
claimed method comprises the step of delivering a therapeutic agent. This step 
implies insertion of the device into a treatment site internally of a patient, which is 
a surgical step. 

Surgical methods, however, might not be regarded as inventions susceptible of 
industrial application. 
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INTERNATIONAL PRELIMINARY International application No. PCT/US99/1 6950 

EXAMINATION REPORT - SEPARATE SHEET 



Re Item VII 

Certain defects in the international application 

1. Claim 1 is not in the two-part form in accordance with Rule 6.3(b) PCT, with those 
features known in combination from the prior art (document DE-A-19 518 801 =D1 
which appears to be the closest prior art) being placed in the preamble (Rule 
6.3(b)(i) PCT) and with the remaining features being included in the characterising 
part (Rule 6.3(b)(ii) PCT). 

2. The features of the claims are not provided with reference signs placed in 
parentheses (Rule 6.2(b) PCT). 

3. Contrary to the requirements of Rule 5.1 (a)(ii) PCT, the relevant background art 
disclosed in the document D1 is not mentioned in the description, nor is this 
document identified therein. 
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(54) Title: UNIVERSAL MODULAR SURGICAL APPLICATOR SYSTEMS 




(57) Abstract 

A modular system is described for construction of fluid applicators for open or endoscopic surgery from modular components. Lengths 
of tubing of various lengths, and devices to be carried by said tubing, are pre-fitted with standard adapters to mate with each other, thereby 
forming cannula sections and applicator sections. Interconnectors may also be provided, particularly for provision of articulation. The 
tubing is preferably rigid, but may also be either flexible or permanently bendable. A device can then be constructed by selection of a 
suitable set of tubing lengths, adapters and applicators. Devices customizable for particular uses can be created with minimal expense. The 
system is especially suitable for delivery of fluids to tissue in endoscopic or other minimally invasive surgical procedures. Delivery of 
fluids forming structure at a tissue site, especially as a hydrogel, is a preferred use of the devices. 
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* : onol Application No 

PC I /US 99/16950 



A. CLASSIFICATION OF SUBJECT MATTER 

IPC 7 A61M1/00 A61B17/00 



According to International Patent Classification (IPC) or to both national classification and IPC 



B. FIELOS SEARCHED 



Minimum documentation searched (classification system followed by classification symbols) 

IPC 7 A61M A61B 



Documentation searched other than minimum documentation to the extent that such documents are included in the Melds searched 



Electronic data base consulted during the international search (name of data base and, where practical, search terms used) 
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